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REMARKS 

This Amendment is submitted in response to the non-final Office Action mailed on 
March 23, 2006. A petition for a one month extension of time is submitted herewith. The 
Director is authorized to charge $120.00 for the petition for extension of time and any additional 
fees which may be required, or to credit any overpayment to Deposit Account No. 02-1818. If 
such a withdrawal is made, please indicate the Attorney Docket No. 112843-44 on the account 
statement. 

Claims 1 and 3-25 are pending in this application. Claim 2 was previously canceled. In 
the Office Action, Claim 17 is rejected under 35 U.S.C. §112, first paragraph, Claims 1 and 15- 
17 are rejected under 35 U.S.C. §112, second paragraph, Claims 1-2 and 5 are rejected under 35 
U.S.C. §102 and Claims 1 and 3-25 are rejected under 35 U.S.C. §103. hi response Claims 1 and 
15-17 have been amended. These amendments do not add new matter. In view of the 
amendments and/or for the response set forth below, Apphcants respectfiiUy submit that the 
rejections should be withdrawn. 

In the Office Action, Claim 17 is rejected under 35 U.S.C. §112, first paragraph, as 
allegedly failing to comply with the enablement requirement. The Patent Office asserts that the 
specification does not enable one to practice the claimed methods of preventing the recited 
anandamide mediated ailment. Applicants respectfully disagree and submit that the specification 
along with the knowledge the skilled artisan would enable one to practice the claimed invention 
without undue experimentation. 

As set forth in the present specification, U.S. Patent No. 5,874,459 teaches that 
anandamide may act as a ligand which interacts with cannabinoid receptors in the cenft-al 
nervous system and gut and/or immune cells and tissues. Beside tiiis, numerous physiological 
effects (e.g. calming effects and effects on the immune system) of anandamide are mentioned in 
prior art literature as well as in the present application. See, specification, page 4, line 4 to page 
5, line 20. 

For those skilled in the art, the physiological function of CBl and CB2 receptors, as well 
as functional disorders in which these receptors are involved are understood. On the basis of this 
general knowledge of a skilled person and in combination with the information provided in the 
present specification, the knowledge concerning the tireatment or prevention of a specific aihnent 
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may be readily transferred to other anandamide mediated ailments such as those hsted in Claim 
17. 

Applicants respectfully submit that comphance with the enablement requirement of 35 
U.S.C. 112, first paragraph, does not turn on whether an example is disclosed. See, MPEP 
2164.02. An example may be "working" or "prophetic." A prophetic example describes an 
embodiment of the invention based on predicted results rather than work actually conducted or 
results actually achieved. In fact, the specification need not contain an example if the invention 
is otherwise disclosed in such manner that one skilled in the art will be able to practice it without 
an undue amount of experimentation. In re Borkowski, All F.2d 904, 908, 164 USPQ 642, 645 
(CCPA 1970). Although studies have not been conducted in the individual cases for every listed 
aihnent, these studies are within the capabilities of the skilled artisan and do not require undue 
experimentation. Moreover, it is understood by the skilled artisan that compoimds used for 
treating an ailment can also be used for preventing that ailment. 

Based on at least these noted reasons. Applicants beheve that Claim 17 fully comphes 
with 35 U.S.C. §112, first paragraph. Accordingly, Applicants respectfully request that the 
rejection of Claim 17 under 35 U.S.C. §112, first paragraph, be withdrawn. 

In the Office Action, Claims 1 and 15-17 are rejected under 35 U.S.C. §112, second 
paragraph, as allegedly being indefinite. Regarding Claim 1, the Patent Office asserts that the 
term "methylated-" does not represent a moiety. In response. Applicants have amended Claim 1 
to recite a "methyl-" moiety. The amendment is supported in the specification, for example, at 
page 7, lines 3-19. 

Regarding Claims 15-17, the Patent Office asserts that the health problems are not 
specified and are too broad. In response. Applicants have amended Claims 15-17 to remove 
some of the ailments. Applicants respectfully submit that each of the hsted ailments are 
understood by the skilled artisan. For example, the scope of the terms "gut upset" as well as 
"intestinal motility disturbances" (not "intestinal motility ) are commonly understood by the 
skilled artisan (e.g. Ph.D. in clinical nutrition). The term "vocalization" is defined in the 
specification, for example, at page 6, lines 13-18. Moreover, the remaining aihnents are readily 
known and understood by the skilled artisan. As a result, the skilled artisan would imderstand 
the metes and bounds of Claims 15-17 in view of the specification and their own knowledge. 
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Based on at least these noted reasons, Applicants believe that Claims 1 and 15-17 fully 
comply with 35 U.S.C. §112, second paragraph. Accordingly, Applicants respectfully request 
that the rejections of Claims 1 and 15-17 under 35 U.S.C. §112, second paragraph, be 
withdrawn. 

In the Office Action, Claims 1-2 and 5 are rejected under 35 U.S.C. § 102(b) as 
anticipated by U.S. Patent No. 5,618,955 to Mechoulam et al. ("Mechoulam"). Applicants 
respectfully disagree with and traverse this rejection for at least the reasons set forth below. 

The Patent Office alleges that Mechoulam teaches a composition comprising anandamide 
and derivatives thereof The Patent Office alleges that because Mechoulam discloses the same 
formula of anandamide, the mechanism of action should not be given patentable weight. See, 
Office Action, page 11. However, Applicants respectfully submit that the anticipation rejection 
is based on a misunderstanding of Mechoulam and the present claims. 

Independent Claim 1 recites, in part, a composition for oral administration comprising a 
precursor that is metaboUsed to a compound having anandamide activity for use as a 
medicament. In other words. Claim 1 is directed to a precursor that is metabolised and not to the 
final anandamide composition. The mechanism of action plays a role in metabolising the 
precursor. Nevertheless, Claim 1 is directed, in part, to the metaboUsed precursor. In contrast. 
Applicants respectfully submit that Mechoulam fails to disclose or suggest every element of 
Claim 1. 

Mechoulam is directed to polyunsaturated fatty acid amides and their derivatives, which 
are themselves fmal synthesis or end products . See, Mechoulam, column 1, lines 10-16. As a 
result, they are not further metaboUsed to a compound having anandamide activity as required, in 
part, by Claim 1. In fact, Mechoulam fails to disclose or suggest anywhere metaboUsing a 
precursor to a compound having anandamide activity. The Mechoulam compounds exhibit 
physiological activity and are useful as active ingredients in pharmaceutical compositions for the 
treatment of several diseases. Nevertheless, Mechoulam is entirely directed to the use of fmal 
synthesis or end products, namely, the polyunsaturated fatty acid amides and their derivatives 
and not any to any compounds utilizing the intermediates or precursors for forming these 
polyunsaturated fatty acid amides. 
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As discussed previously, Claim 1 is directed to compositions utilizing a precursor (e.g. 
intermediate) that is metabolised to form a compound having anandamide activity. For example, 
the precursor can be metabohsed endogenouslv or within the human body to form a compound 
having anandamide activity . In contrast, Mechoulam discloses compounds that exhibit 
anandamide activity that are already in their final form prior to entering the body and not further 
metabolised in the body. Consequently, Mechoulam fails to disclose or suggest precursors that 
are metabolised to a compoxmd having anandamide activity and used as active compoimds in a 
nutritional composition as required, in part, by Claim 1 . 

Finally, Applicants previously submitted an affidavit under 37 C.F.R. §1.132 
("Affidavif) that detailed the deficiencies of Mechoulam with respect to the present claims. 
Applicants respectfully submit that the Affidavit be properly considered by the Patent Office. 
For the reasons discussed above, AppHcants respectfully submit that Claim 1 and Claims 2 and 5 
that depend firom Claim 1 are novel, nonobvious and distinguishable from the cited reference. 

Accordingly, Apphcants respectfully request that the rejection of Claims 1-2 and 5 under 
35 U.S.C. § 102(b) be withdrawn. 

In the Office Action, Claims 1 and 3-25 are rejected under 35 U.S.C. § 103(a) as being 
unpatentable over Mechoulam in view of the combination of WO 96/37200 to Stordy et al. 
CStordy"), U.S. Patent No. 5,874,459 to Makriyannis et al. ("Makriyannis") and WO 94/28913 
to Kyle et al. ("Kyle"). Applicants believe this rejection is improper and respectfully traverse it 
for at least the reasons set forth below. 

The present claims pertain, in part, to the provision of an agent that is suitable for the 
treatment of a variety of different diseases without give rise to known side affects such as nausea 
or cramping. Additionally, the agent may be easily incorporated by an individual. Thus, the 
present invention provides naturally occurring precursors that are metabohsed to a compound 
exhibiting anandamide activity. Surprisingly, Applicants have found that a composition 
containing such an agent may be useful for the treatment of a variety of diseases. In contrast, 
even if combinable, the cited references fail to disclose or suggest every element of the present 
claims. 

As discussed previously, Mechoulam is deficient with respect to the present claims. For 
example, the compovmds specified in Mechoulam are final synthesis or end products and thus not 
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identical to the polyunsaturated acid precursors or intermediates of the present claims. 
Mechoulam also fails to disclose or suggest that any such precursor or intermediates used for the 
synthesis of the respective acid amides should be incorporated in a nutritional composition as 
required, in part, by the present claims. 

Stordy is directed to a method for preparing a composition to be used for treating 
disorders such as dyslexia, inadequate night vision or dark adaptation. Moreover, Stordy is 
directed to DHA, which is a non-modified polyunsaturated acid. Consequently, Stordy fails to 
disclose or suggest compositions for oral administration comprising a naturally occurring 
precursor that is metabolised to a compound having anandamide activity, and specifically, the 
precursors having the moieties as required, in part, by the present claims. Similarly, Kyle merely 
specifies the use of non-modified polyunsaturated acids like DHA or ARA. It fails to disclose 
that the polyunsaturated acids have an additional residue or moiety as required, in part, by 
Claims 1 and 16. 

Makriyannis is directed to a method for inhibiting anandamide amidase in an individual 
or animal and novel inhibitors of anandamide amidase. Makriyannis also fails to disclose or 
suggest a composition for oral administration comprising a naturally occurring precursor that is 
metaboHsed to a compound having anandamide activity being used as active compounds 
according to the claimed invention. In fact, Makriyannis relates to a completely different 
objective because the compounds specified therein are compounds capable of inhibiting the 
degradation of anandamide by inhibiting the enzyme anandamide amidase, which teaches away 
firom the claimed invention. See, Makriyannis, column 3, lines 38-60. The present claims 
pertain to precursors that are metaboUsed to a compound exhibiting anandamide activity. This 
difference in mode of action explains the different chemical structures of the compounds used in 
Makriyannis. Consequently, there is no evidence that the composition in Makriyannis may 
successfiiUy be used for the specific purpose of the claimed invention. 

For the reasons discussed above, the combination of Mechoulam in view of Stordy, 
Makriyannis and Kyle does not teach, suggest, or even disclose the claimed invention, and thus, 
fails to render the claimed subject matter obvious for at least these reasons. 

Accordingly, Applicants respectfiiUy request that the obviousness rejection with respect 
to Claims 1 and 3-25 be reconsidered and the rejection be withdrawn. 
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For the foregoing reasons, Applicants respectfully request reconsideration of the above- 
identified patent apphcation and earnestly solicit an early allowance of same. 

Respectfully submitted, 

BELL, BOYD&JXOYD LLC 

BY ^ , 

Robert M. Barrett 
Reg. No. 30,142 
Customer No. 29157 

Dated: July 24, 2006 
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